


ANADA ZOO-3  18,  Page 2

VENOM  OF INFORMATION  S-Y

1 s GENERAL PORTION:

A:

Sponsor:

Generic  Name:

Trade  Name:

osage Form:

QW Dispensed:

ount  of Active Ingredients:

Route  of Admi~stration:

Species:

Labeled  Dosage:

~dications  for Use:

200-318

Virbac AH, Inc.
3200 Meachasn
Fort Worth,  TX 76137

Ivermectin  Topical  Liquid

axnecTM  Pour-On  for Cattle

Topical  Solution

8.5 fl oz/250  mL,  16 fl oz/5OOmL,  33.8 fl cm’1 L,
84 fl oz/2.5 L, 169 fl oz/S L collapsible

OTC

5 mg of ivermectin/mL

Topical,  on the dorsal  midline,  withers to tailhead

Cattle

500 mcgkg (1 n&/22 lbs) body  weight

VerbamecTM  Pour-On applied  at the recommended
dose  level  of 500 mcgkg is indicated  for the effective
control  and treatment  of these  parasites in cattle.

gastrointestinal  Roundworms
Ostertagia  ostertagi (adults  and L4)
(including  inhibited  stage)
~ae~~~c~us  placei (adults  and Ld)
Tric~~str~~~lus axei (adults  and Ld)
T. col~lirifomis (adults  and Ld)
C-imperia spp. adults  and Ld)
Strongybides  papillosus (adults)
~es~p~agust~~~~  radiatum (adults  and L4)
0. venulusum (adults  only)
Trichutis  spp. (adults)
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FREEDOM  OF RlHAXlON  SUMMARY

1. GENYERAI,

ANADA:

Sponsor:

Generic  Name:

Trade  Name:

Dosage Form:

ow Suppl~ed~

ount  of Active Ingredients:

Route  of Administration:

Species:

Labeled  Dosage:

~~di~at~ons  for Use:

200-3 I8

Virbae AH, Inc.
3200 Meacharn  Blvd.
Fort Worth,  TX 76137

Ivermectin  Topical  Liquid

VirbamecTM  Pour-On for Cattle

Topical  Solution

8.5 fl on’250  mL, 16 floz150 ) 33.8 fl oz/l L,
84 floz12.5  L, 169 fl oz/S L collapsible  pack

OTC

5 mg of ivermectin/mL

ical,  on the dorsal  midfine,  withers to tai

Cattle

500 mcgkg (1 mL/22  lbs) body  weight

VerbarnecTM  Pour-On  applied  at the reco~ended
dose  level  of 500 mcg/kg is indicated  for the effective
control  and treatment  of these  parasites in cattle.

Gastrointestinal  Roundworms
Qstertagia (adults  and L4)
(including stage)
Haemonchus  placei (adults  and L4)
T~i~hostr~~~~~s  axei (adults  and LG)
TI c~lu~r~~~~is (adults  and L4)
Cboperia  spp. aduhs and L4)
S’trong$oides  papillows (adults)
~es~phag~stom~rn  radiatum (adults  and L4)
0. vemdosum (adults  only)
Trichuris  s-p. (adults)
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Lungworms
Dictyocaulus  viviparous (adults  and L4)

Catile Grubs
Hypoderma bovis
H. lineatum

arasitic  stages)

Mites
Sarccrptes scabiei  var. bovis

Lice
~i~~~ath~s  vituli
~aematopi~~s ewysternus
~arnali~~a  bovis
Soknoputes  cupillfftus

Woru  Flies
Haematobia  irritants

It is also used  to control  infections  of gas~ointestinal
roundwu~s:  0. ostertugi,  0. ~adi~t~rn~  H. placei,  T.
axei, Couperia  punctata,  and C. o~~~p~~~a  for 14
days after  treatment.

Pioneer  Product/ fvomec@  Pour-On for Cattle  (~ve~e~tin)
NADA 140-841  (MeriaZ  Ltd.)

GET ANlRlAL SAFETY  and DRUG EFFECT~~~SS

Under  the  provisions of the  Federal Food,  Drug, and Cosmetic Act,  as amended by
the  Generic  Animal Drug and Patent Term Restoration Act,  (53 F 50460,  December
f 5, 1988,  First GADPTRA Policy Letter) an abbreviated new  animal drug  application
(ANADA)  may be submitted  for a generic  version of an approved new animal drug
(pioneer  product).  New target animal safety data, drug effectiveness  data, and human
food  safety data (other than tissue  residue data) are not required for approval of an
ANADA. An ANADA  relies on the target animal safety, drug effectiveness,  and
human food  safety data in the  pioneer’s  new animal drug  apphcation. The  ANADA
sponsor  is required to show that the  generic  product is bioequivalent  to the  pioneer.
ANADA’s for drug  products for fuod-producing animals wilf  generally be required to
include  bioequivalence and tissue residue studies. A tissue residue study will
generally  be required to accompany cfinical  end-point and hmacologic  end-point
b~oeq~iva~en~e  studies,  and blood  tevef  bioequivalence studies  that can not quantify
the  concentration  of the  drug  in blood  throughout the established withdrawal  period.
For certain dosage forms, the agency will grant a waiver from conducting an in viva
bioequivalence study  (55 FR 24645,  June f 8, f 990; Fifth GADPTRA Policy Letter;
Bioequivalence Guideline,  October,  2000).
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ed upon  the fo~ulation  characteristics of the  generic  produc
granted a waiver on February 2 1,200,  fi-om conducting  an
uivalence study  for Virbamec TM Pour-On for Cattle.  The  generic and pioneer

products contain the same active and inactive ingredients and are topical solutions.

3. AN FOOD SAFETY:

TOLERANCES:

The  tolerances established for the  pioneer product apply to the  generic  product.
table daily  intake for total residues of ive~ectin  is 1 rnicro~~  per kilogram of

body  weight per day. The  marker  residue used to monitor the  total residues of
ivermectin  and its metabolites is 22,23-dihydroavermectin  &a. The target tissue is
liver.  A tolerance is established for 22,23-dihydroave~ectin  &a in liver (target
tissue)  as foltows:

0i Cattle:  100 parts per illion  [21 CFR 556.344(b)]

A tolerance is established for 22,23-dihydroave~e~tin  Bra (marker residue) in
muscle as follows:

(ii) Cattle:  X0 parts per billion [21 CFR 556.344(b)]

WIT~~~WAL  TIME

When  a waiver from  the requirement of an in vivo b~oequivalence  study is granted,
the  withdrawal times are those previously assigned to the  pioneer product.  The
withdrawal time for ivermectin pour-on is established  under 21 CFR 524.1193(e)(3)  -
48 days in cattle.

~~~AT~RY  METIIQDS  FOR RESDUES

The official analytical method for residues is an I-IPLC method with fluorescence
detection. [The validated regulatory  analytical methods  for detection of residues of
ive~e~t~n  are on file at the  Center for Veterinary Medicine,  FDA 7500 Standish
Place,  Rockville, MD 208551

IIU&%AN  SAFETY RELATIVE TO POSSESSION,  I-I
~M~ST~TI~N:

Labeling  contains  adequate cautio~w~ing  statements.
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4. AGENCY CONCLUSIONS:

This  Abbreviated New Animal Drug Application (ANADA)  filed under section
5 12(b)  of the  Federal, Food,  Drug and Cosmetic  (FFD&C) Act satisfies the
requirements of section  5 12(n)  of the  Act and demonstrates that VirbamecTM  Pour-0r-r
for Cattle is safe and effective for its labeled indications,  when used under its
reposed conditions  of use.

Attac~ents: Pioneer Labeling:

Package Insert

Bottle  Labels:

8.5 fl ozf250  mL,  33.8 fl oz/l L

Generic  Labeling:

Package Insert

Bottle Labels:

8.5 fl oz/250  rnL, 16 f-l oz/SOOrnL,  33.8 fl oz/l L,

84 t-l oz/2.5 L, 169 fl oz/5 collapsible  pack

Copies  of applicable labels  may be obtained by writing to the:

Food and Drug Administration
Freedom of Information Staff (WFI-35)
5600 Fishers Lane
Rockville, MD 20857

Or requests may be sent  via fax to:  (301) 443-1726. If there are problems sending a fm,
call (301)  827-6567.
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Front Label j

F

Omiult  yaw vemnarian  For  assistance  in
the  diiggrros(s,  twtmnt  and  ccmtrol  of
parasnisra.

Virbamec  8.5 oz (250ml)  Bottle  Label

wtlhrn  49 daya  of slaugMar  for  human
oonminptlon.  BKousa  a withdrawal  tlmd
In milk  has not bwm  wtablftshsd,  do not
use  In female  dairy  ccltttr  of bncding

IVNmetiR  INS  been associated  mh

Fold Out Back Label I



Consult
conlrol  or

our vetennarran for assmtance  rn the dragnosrs,  treatment and
parasrtism

For the treatmenl  and confrof  of gastrorntestrnal  roundworms [rncfudrn
mhrbrted  Osrerfagra  osi&agr). Lungworms,

f
tubs. horn fhes.  suckmg  an8

b&g lrce,  and sarcoptlc mange mrtes  rn catt  e

See package rnsert  for the complete rndrcatrons  and use drtechons

Recomended  Dose I ML  per  22 lb of body werght.

Thus product shoufd not be appked to setf or others because it may be
rrrttatmg  IO human skrn  and eyes and absorbed through the skrn. To
mnrmtze  accrdental skin contact. the user should wear a ion steevect  shut

4and rubber gloves If accrden!af stun contaet ocours, was
w&h  soap and water. If accrdental

rmme-d~ate~
e e exposure occurs, flush eyes

rmmedrarefy  wrth  waler and seek medrca attentronY

Keep thhis  and all  drugs out aftbe  reach  of hildren.

Store away from  exteseivs heat  (104’F14o‘C)  and pwtect  frcm  Ii@
Use onhr  in well-ventilated  areas or  wtdtnxs.
&se &tamer  tight&  when not m use
Caflie  should  not be treated when hair or hide IS  wet srnce reduced
&cacy may be exporrenced
Lb not use when ram IS expected to wet cattle wrthm  SIX  hours after
treatment.
Ths product IS  for ap~ircatlon to skrn  surface only Do not grve oralty  or
parenteralfy

Claudtnesa  rn the formufabon may occur  w~hen  VIRBAMECTN (nrermectin~
Pour-On rs  stored a! temperatures below X’F Atbwrng  to warm at roem
temperature wolf  restore the normaf  appearance wrthout  affecirng  effroacy

Antt arastrc  activity of rvermectin writ be impaired d the fomxffehon  ts
app red to areas of the sktn wtth  mange scabs or lesions. or w&hP
dermatoses  or adherent matenais, e.g  . caked mud or manure

tvermecbn has been assocrated wrth  adverse reacttons cn se&we  dogs.
therefore, YIRBAMECTM  Pour01 IS not recommended for use rn species
other than cattle.

Do not oontamrnate water by drrect  appkcatron  or by the rmproper disposal
~4  drug oontarners Drspose of contarners  m an approved fendftll or by
rncrnerahon.

Vkbamec  16 QZ (5OUml) Bottle Label



-

-

Consult your veterinarian for assistance in the diagnosis, treatment
and control of parasitism.

indications:
For the treatment and control of gastrointestinal roundworms

II- it-
indudin  f~hjb~t~  Ostertagia  ostetiag~),  lungworms,  grubs, horn
res,  sue mg  and biting lice,  and sarcoptic  mange mites n cattle.

See package insert for ihe complete indications  and use directions.

Recomended  Dose: 1 mt per 22 lb of body weight,

WAREIING:  Cattle must not be treeted  within db de s of
ofaughter  far human consirmption.  Because a withdrawa Y*tge
in milk bae  not been established, do not use in female datry
cattle of breedinu  aae,

This product should mt be ap
be Mating  to human skin ancr

tied to self or others because it may
eyes and absorbed through the skn.

To m~n~rni~e  accidental skin contact, the user &o&d wear a long-
sleeved shirt and rubber gloves. ff accidental skin  contact occws,
wash imme~ately  with soap  and water. If accidental eye exposure
occ:urs,  Rush eyes fmmediate~y  with water and seek medical
attention.

Keep this and alt  drugs  out of the reach of children.

Precautions:
$tqre  away from excessive heat [104’F/4O‘C)  and protect fromIi ht.lfse only  in ~e~~“~entiiet~  areas or outdoors.
Close container ti htl when notin  use.
Cattle should not731e rested  when hair or hide is wet since reduced
effkaq may be experienced.
Do not use  when rain is expected to wet cattle within six hours after
treatment.
Thfis  product is for application to skin surface only. Do not give orally
or parenteraffy.

Cloudiness  in the  form~latjon  may occur  when VlRf3Ah4ECTM

t
ivermeetin

i
Pour-On  is stored at temperatures below 32’E Akwing

0 warm a room temperature will restore the normal appeafiiance
withmt affecting efkacy,

~~~~~aras~tic  activity  of kermectin  wiit  be impaired if the form~fati~~
is applied to areas of the skin with  mange scabs or lesrons,  or w&h
dermatoses or adherent materials, e.g., caked mud or manure.

Ivermectin  has been associated with adverse reactions in sensitive
dogs; therefore, VIRBAMECyM Pout-On  is not re~mrne~d~  for use
in species other than eattie.

Da not contaminate water by direct ap
disposal of drug containers. Dispose oP

licatiop or by the improper

landfill or by inaneration.
contalners  in an approved

oz (1 L) Bottle Labef
55
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Attach  mef%nng  cap  to  tha boflie

Sel%Ol  tha Correct  dose  rate  by fQt’&!?g  the ad]uster
cap  m elther  dmclicn to pasdlon  ths doea  indfcator
to  Ih%  %@ptopmt%  exe
Gently  =que%x.s  the bottle  to  fill to level  (any  excess
wdl PAurn  to  the  hottIe)  end then trp  and apply  to
anrmal  along ioprine

8&‘Pa% (64  5 N OX?  5 L Pack and 169 N or/s  L
Pack)

Conneot  the apphcator  gun to the backpack
85 fOltc~  Attach  the W-en  end of the draw-off  tubing
to  the dosrng  eqcprnent  (5eeauae  of the solvents
used  rn the formutetron.  only  the Protector  Orench
Gun  from  IrWrcma~t  Supplles  Umrted.  or equlvafent,
$ recommended  Mher apiJlWore  may  exhrbrt
ccmpattblltty  problehts reacltrcg  In  locking.
inwwot  dosage  or leakage  )

FtePkm  the ektpf&rg  cap  with  the draw.@  cap and
trghten  down

Attach  draw-off  tubing  to  the drsw-off  cap

Gently  pdmb the a~lfoetor  gun. checking  for  teaks

Follow  the manufactcreh  dfrecticns  for  adjrueting
the cl0.w

Wren  the Interval  between  usee  Of the appllcetor
gun IS  %xfwkXl  to exceed  12 hour&  d&connect
tha gun and draw-ofl  tubing  from  the product
eontalner  and empty the product  from  the gun end
tubing back Into  the product  container  To prevent
femoval  ol gpocial  tubrrccnt~  from  the Protector
fhttch  Gun.  the gun and ttJb!ng  rnuet  not be
washed.

VfRBAMfZC  is P trademark  of Virbpc  S A

Vlrbac  AM,  tnc
Fo~i~,Tex~s76137-481i,USA.

301438-01 May  2001


















